[7590-01-P]
NUCLEAR REGULATORY COMMISSION
DOCKET NO. 030-30292
NOTICE OF AVAILABILITY OF ENVIRONMENTAL ASSESSMENT AND FINDING OF NO
SIGNIFICANT IMPACT FOR LICENSE AMENDMENT TO BYPRODUCT, MATERIALS
LICENSE NO. 06-13053-04, FOR TERMINATION OF THE LICENSE AND UNRESTRICTED
RELEASE OF BAYER PHARMACEUTICALS CORPORATION’S FACILITY IN WEST HAVEN,
CONNECTICUT
AGENCY: Nuclear Regulatory Commission.
ACTION: Issuance of Environmental Assessment and Finding of No Significant Impact for
License Amendment.
FOR FURTHER INFORMATION CONTACT: Dennis Lawyer, Health Physicist, Commercial and
R&D Branch, Division of Nuclear Materials Safety, Region I, 475 Allendale Road, King of

Prussia, Pennsylvania; telephone 610-337-5366; fax number 610-337-5393; or by email:

drl1@nrc.gov.

SUPPLEMENTARY INFORMATION:

l. Introduction

The U.S. Nuclear Regulatory Commission (NRC) is considering the issuance of a license
amendment to Byproduct Materials License No. 06-13053-04. This license is held by Bayer
Pharmaceuticals Corporation (the Licensee), for its Bayer Pharmaceuticals Corporation Facility
located at 400 Morgan Lane in West Haven, Connecticut (the Facility). Issuance of the

amendment would authorize release of the Facility for unrestricted use and termination of the
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NRC license. The Licensee requested this action in a letter dated April 17, 2007, and responded
to an information request by letters dated July 9, 2007, and August 6, 2007. The NRC has
prepared an Environmental Assessment (EA) in support of this proposed action in accordance
with the requirements of Title 10, Code of Federal Regulations (CFR), Part 51 (10 CFR Part 51).
Based on the EA, the NRC has concluded that a Finding of No Significant Impact (FONSI) is
appropriate with respect to the proposed action. The amendment will be issued to the Licensee

following the publication of this FONSI and EA in the Federal Register.

1. Environmental Assessment

Identification of Proposed Action

The proposed action would approve the Licensee’s April 17, 2007, license amendment
request, resulting in release of the Facility for unrestricted use and the termination of its NRC
materials license. License No. 06-13053-04 was issued on December 2, 1987, pursuant to
10 CFR Part 30, and has been amended periodically since that time. Licensed activities at the
Facility were also conducted under the following licenses during the dates indicated: License
No. 06-13053-01 (December 17, 1968 through July 15, 1993); License No. 06-20589-01
(April 20, 1983 through February 25, 1988); and License No: 06-20972-01 (March 13, 1986
through February 5, 1988). These licenses were transferred to License No.06-13053-04 and
terminated. These licenses authorized the Licensee to use unsealed byproduct material for
purposes of conducting research and development activities typically on laboratory bench tops
and in hoods.

The Facility is situated on 137 acres and consists of office space and laboratories. The

Facility is located in a mixed commercial industrial and residential area. Use of licensed
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materials was confined to five buildings within 30 acres and totaling 350,000 square feet of
building space.

In January 2007, the Licensee ceased licensed activities and initiated a survey and
decontamination of the Facility. Based on the Licensee’s historical knowledge of the site and the
conditions of the Facility, the Licensee determined that only routine decontamination activities, in
accordance with their NRC-approved, operating radiation safety procedures, were required. The
Licensee was not required to submit a decommissioning plan to the NRC because worker
cleanup activities and procedures are consistent with those approved for routine operations.

The Licensee conducted surveys of the Facility and provided information to the NRC to
demonstrate that it meets the criteria in Subpart E of 10 CFR Part 20 for unrestricted release

and for license termination.

Need for the Proposed Action
The Licensee has ceased conducting licensed activities at the Facility, and seeks the
unrestricted use of its Facility and the termination of its NRC materials license. Termination of

its license would end the Licensee’s obligation to pay annual license fees to the NRC.

Environmental Impacts of the Proposed Action

The historical review of licensed activities conducted at the Facility shows that such
activities involved use of the following radionuclides with half-lives greater than 120 days:
hydrogen 3, carbon 14, chlorine 36, calcium 45, iodine 129, and gadolinium 153. Prior to
performing the final status survey, the Licensee conducted decontamination activities, as

necessary, in the areas of the Facility affected by these radionuclides.
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The Licensee conducted a final status survey January 3 through February 2, 2007. The
final status survey report was attached to the Licensee’s amendment request dated
April 17, 2007, and letter dated July 9, 2007. The Licensee elected to demonstrate compliance
with the radiological criteria for unrestricted release as specified in 10 CFR 20.1402 by using the
screening approach described in NUREG-1757, “Consolidated NMSS Decommissioning
Guidance,” Volume 2. The Licensee used the radionuclide-specific derived concentration
guideline levels (DCGLs), developed there by the NRC, which comply with the dose criterion in
10 CFR 20.1402. These DCGLs define the maximum amount of residual radioactivity on
building surfaces, equipment, and materials that will satisfy the NRC requirements in Subpart E
of 10 CFR Part 20 for unrestricted release. The Licensee's final status survey results were
below these DCGLs and are in compliance with the As Low As Reasonably Achievable (ALARA)
requirement of 10 CFR 20.1402. The NRC thus finds that the Licensee’s final status survey

results are acceptable.

Based on its review, the staff has determined that the affected environment and any
environmental impacts associated with the proposed action are bounded by the impacts
evaluated by the “Generic Environmental Impact Statement in Support of Rulemaking on
Radiological Criteria for License Termination of NRC-Licensed Nuclear Facilities”
(NUREG-1496) Volumes 1-3 (ML042310492, ML042320379, and ML042330385). The staff
finds there were no significant environmental impacts from the use of radioactive material at the
Facility. The NRC staff reviewed the docket file records and the final status survey report to
identify any non-radiological hazards that may have impacted the environment surrounding the
Facility. No such hazards or impacts to the environment were identified. The NRC has identified
no other radiological or non-radiological activities in the area that could result in cumulative

environmental impacts.
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The NRC staff finds that the proposed release of the Facility for unrestricted use and the
termination of the NRC materials license is in compliance with 10 CFR 20.1402. Based on its
review, the staff considered the impact of the residual radioactivity at the Facility and concluded
that the proposed action will not have a significant effect on the quality of the human

environment.

Environmental Impacts of the Alternatives to the Proposed Action

Due to the largely administrative nature of the proposed action, its environmental impacts
are small. Therefore, the only alternative the staff considered is the no-action alternative, under
which the staff would leave things as they are by simply denying the amendment request. This
no-action alternative is not feasible because it conflicts with 10 CFR 30.36(d) requiring that
decommissioning of byproduct material facilities be completed and approved by the NRC after
licensed activities cease. The NRC’s analysis of the Licensee’s final status survey data
confirmed that the Facility meets the requirements of 10 CFR 20.1402 for unrestricted release
and for license termination. Additionally, denying the amendment request would result in no
change in current environmental impacts. The environmental impacts of the proposed action
and the no-action alternative are therefore similar, and the no-action alternative is accordingly

not further considered.

Conclusion

The NRC staff has concluded that the proposed action is consistent with the NRC’s
unrestricted release criteria specified in 10 CFR 20.1402. Because the proposed action will not
significantly impact the quality of the human environment, the NRC staff concludes that the

proposed action is the preferred alternative.



Agencies and Persons Consulted

NRC provided a draft of this Environmental Assessment to the Connecticut Department
of Environmental Protection for review on August 24, 2007. On September 18, 2007, State of
Connecticut, Department of Environmental Protection responded by electronic mail. The State
agreed with the conclusions of the EA, and otherwise had no comments.

The NRC staff has determined that the proposed action is of a procedural nature, and will
not affect listed species or critical habitat. Therefore, no further consultation is required under
Section 7 of the Endangered Species Act. The NRC staff has also determined that the
proposed action is not the type of activity that has the potential to cause effects on historic
properties. Therefore, no further consultation is required under Section 106 of the National

Historic Preservation Act.

M. Finding of No Significant Impact

The NRC staff has prepared this EA in support of the proposed action. On the basis of
this EA, the NRC finds that there are no significant environmental impacts from the proposed
action, and that preparation of an environmental impact statement is not warranted.

Accordingly, the NRC has determined that a Finding of No Significant Impact is appropriate.

V. Further Information
Documents related to this action, including the application for license amendment and
supporting documentation, are available electronically at the NRC’s Electronic Reading Room at

http://www.nrc.gov/reading-rm/adams.html. From this site, you can access the NRC’s

Agencywide Document Access and Management System (ADAMS), which provides text and
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image files of NRC’s public documents. The documents related to this action are listed below,
along with their ADAMS accession numbers.

1. NUREG-1757, “Consolidated NMSS Decommissioning Guidance;”

2. Title 10 Code of Federal Regulations, Part 20, Subpart E, “Radiological Criteria

for License Termination;”

3. Title 10, Code of Federal Regulations, Part 51, “Environmental Protection

Regulations for Domestic Licensing and Related Regulatory Functions;”

4, NUREG-1496, “Generic Environmental Impact Statement in Support of
Rulemaking on Radiological Criteria for License Termination of NRC-Licensed
Nuclear Facilities”

5. Bayer Pharmaceuticals Corporation Termination Request Letter dated April 17,
2007 [ML071150450]

6. Bayer Pharmaceuticals Corporation Deficiency Response Letter dated July 9,
2007 [ML072180445]

7. Bayer Pharmaceuticals Corporation Deficiency Response Letter dated August 6,
2007 [ML072210116]

If you do not have access to ADAMS, or if there are problems in accessing the
documents located in ADAMS, contact the NRC Public Document Room (PDR) Reference staff
at 1-800-397-4209, 301-415-4737, or by email to pdr@nrc.gov. These documents may also be
viewed electronically on the public computers located at the NRC’s PDR, O 1 F21, One White
Flint North, 11555 Rockville Pike, Rockville, MD 20852. The PDR reproduction contractor will

copy documents for a fee.
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Dated at Region |, 475 Allendale Road, King of Prussia this 28" day of September 2007.
FOR THE NUCLEAR REGULATORY COMMISSION
/RA/
James P. Dwyer, Chief
Commercial and R&D Branch

Division of Nuclear Materials Safety
Region |




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


